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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-3, 12, 15, 16, 19-22, 24 and 26-28 are rejected under 35 U.S.C. 102(b) 
as being anticipated by Ebert et al. (US 4532126). Ebert teaches a chewable soft 
gelatin capsule comprising gelatin, water, a plasticizer and a masticatory substance 
(Col. 54-68). The plasticizer is glycerin or sorbitol (Col. 2, lines 54-60). The capsule is 
filled with candy confectionaries, antacids, cough preparations, cold preparations, sore 
throat remedies, antiseptics, dental preparations, dextromethorphan, and/or 
acetaminophen (Col. 3, line 67 - Col. 4, line 3; Col. 5, Example II; Col. 6, Example IV). 
The capsules also contain taste modifiers or flavoring agents (Col. 4, lines 13-25). 
Therefore, Ebert teaches the limitations of instant Claims 1-3, 12, 15, 16, 19, 20, 22, 24 
and 26-28. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 4-6 and 25 are rejected under 35 U.S.C. 103(a) as being unpatentable 

over Ebert et al. The teachings of Ebert are discussed above. Ebert does not expressly 

teach the exact concentrations recited in the instant claims but does teach overlapping 

ranges. 

It is the position of the Examiner that these are limitations that would be routinely 
determined by one of ordinary skill in the art, through minimal experimentation, as being 
suitable, absent the presentation of some unusual and/or unexpected results. The 
results must be those that accrue from the specific limitations. 

At the time the invention was made, it would have been obvious to a person of 
ordinary skill in the art to prepare chewable soft capsules with varying concentrations of 
each component. 

One of ordinary skill in the art would have been motivated to do this to prepare 
varying compositions with the inclusion of additional ingredients and for preparing 
capsule with varying amount of different active agents while still achieving the same 
expected result. Smaller amount of active agents would provide for additional filler or 
more of the already present filler. 
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Therefore, the invention as a whole would have been prima facie obvious to one 
of ordinary skill in the art at the time the invention was made. 

Claims 7-12, 14, 17, 18 and 29 -31 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Ebert et al. in combination with Romanczyk, Jr. (US 6297273). The 
teachings of Ebert are discussed above. Ebert does not expressly teach that the fill 
includes a chocolate base as the fill but does teach that fill can be a candy or 
confectionaries as well as active agents. 

Romanczyk teaches that cocoa solid or fat are included in capsule formulations 
with other sweeteners such as lactose and sucrose (Col. 86, Claims 1 1-21 ). The 
capsule can be a soft capsule (Claim 17). 

At the time the invention was made, it would have been obvious to a person of 
ordinary skill in the art to include a chocolate base or fat in fill of the soft capsule. 

One of ordinary skill in the art would have been motivated to do this to provide a 
pleasant flavor to the capsule or to deliver the beneficial compounds contained in 
chocolate base (cocoa extracts). 

Therefore, the invention as a whole would have been prima facie obvious to one 
of ordinary skill in the art at the time the invention was made. 

Claim 32 is rejected under 35 U.S.C. 103(a) as being unpatentable over Ebert et 
al. in combination with Perry et al. (EP 0904064 B1). The teachings of Ebert are 
discussed above. Ebert does not expressly teach that coconut oil is the fill for the 
capsule. 
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Perry teaches that coconut oil is a known component of fill for capsule 
formulations (Claim 14). 

At the time the invention was made, it would have been obvious to a person of 
ordinary skill in the art to include coconut oil in fill of the soft capsule. 

One of ordinary skill in the art would have been motivated to do this to provide a 
pleasant flavor to the capsule or to provide a suitable carrier for the active agents 
incorporated into the capsule. 

Therefore, the invention as a whole would have been prima facie obvious to one 
of ordinary skill in the art at the time the invention was made. 

Claim 33 is rejected under 35 U.S.C. 103(a) as being unpatentable over Ebert et 
al. in combination with Wada et al. (JP 07242536). The teachings of Ebert are 
discussed above. Ebert does not expressly teach that macrogol is the fill for the 
capsule. 

Wada teaches that macrogol is a known component of fill for capsule 
formulations (Claim 14). 

At the time the invention was made, it would have been obvious to a person of 
ordinary skill in the art to include macrogol in fill of the soft capsule. 

One of ordinary skill in the art would have been motivated to do this to provide a 
pleasant flavor to the capsule or to provide a suitable carrier for the active agents 
incorporated into the capsule. 

Therefore, the invention as a whole would have been prima facie obvious to one 
of ordinary skill in the art at the time the invention was made. 
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Claims 13 and 23 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Ebert et al. in combination with Pasquale (US 4921843). The teachings of Ebert 
are discussed above. Ebert does not expressly teach that sodium saccharin is a known 
sweetener in the fill for the capsule. 

Wada teaches that sodium saccharin as well as aspartame are known 
sweeteners for fill for capsule formulations (Claim 14). 

At the time the invention was made, it would have been obvious to a person of 
ordinary skill in the art to include any known sweetener in fill of the soft capsule. 

One of ordinary skill in the art would have been motivated to do this to provide a 
pleasant flavor to the capsule. One would be motivated to choose one sweetener over 
another due to the availability of the sweetener and the suitability with the include active 
agents. 

Therefore, the invention as a whole would have been prima facie obvious to one 
of ordinary skill in the art at the time the invention was made. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Robert M. Joynes whose telephone number is (571 ) 
272-0597. The examiner can normally be reached on Mon.-Thurs. 8:30 - 6:00, alternate 
Fri. 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman K. Page can be reached on (571) 272-0602. The fax phone 
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number for the organization where this application or proceeding is assigned is 703- 
872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Robert M. Joynes 
Patent Examiner 
Art Unit 1615 




